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Period for Reply 

. A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 21 September 2006 , 
2a)G This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Qaay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) IEI Claim(s) 1^7 is/are pending in the application. 

4a) Of the above claim(s) 3^7 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 1 and 2 is/are rejected. 

Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) Including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 
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a)D All b)D Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's election with traverse of Group I, claims 1 and 2, in the reply filed on 
9/21/2006 is acknowledged. The traversal is on the ground(s) that the search for Group 
I would uncover that of Group IL This is not found persuasive because the search 
would extend to the method of administering the composition, which would not 
necessarily be obvious or novel over the composition, because the applicants intended 
use (method) does not bear patentable weight which claiming a composition. A 
composition is a composition regardless of it intended use. As stated previously, the 
inventions restricted are patentably distinct. The search for each of the inventions is not 
co-extensive particularly with regard to the literature search. Burden consists not only 
of specific searching of classes and subclasses, but also of searching multiple 
databases for foreign references and literature searches. Burden also resides in the 
examination of independent claim sets for clarity, enablement and double patenting 
issues. Further, a reference that would anticipate the invention of one group would not 
necessarily anticipate or even make obvious another group. Finally, the consideration 
for patentability is different in each case. Thus, it would be an undue burden to examine 
all of the above inventions in one application and the restriction for examination 
purposes as indicated above is deemed proper. 

The requirement is still deemed proper and is therefore made FINAL. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 2 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1 , the unit of concentration of NaCl is not stated and is therefore 
indefinite. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differencejs between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Armour Phamieceutical Company (EP 01 15627) referred to as APC, and Moise Azria et 
al U.S. Patent 5,759,565, both from Applicant's IDS. 

Azria et al teaches calcitonin in a saline solution (tonicity) at a pH of 3 to 5 where 
the pH has been adjusted with HCI. The amount of calcitonin used in the invention is 



Application/Control Number: 10/805,788 Page 4 

Art Unit: 1654 

taught to be between 150 and 8.000 MRC units (I.U. of Activity) of salmon calcitonin. 
The composition is taught to be to be stored under an inert Nitrogen atmosphere for 
stability of the calcitonin. Chlorbutanol is also taught as being use in the nasal 
composition but suffers from some drawbacks when used at 0.6%. Azria et al does not 
teach the use of Chlorbutanol at ranges lower than that of 0.6%. See, Column 4 and 
lines 6-20; column 6 and lines 1 1-18; and column 7 and lines 32-37. 

APC teaches calcitonin at a concentration range of 1 to 1 50 ug/ml where the 
concentration and dosage levels of calcitonin are with a potency of about 4000 I.U. per 
mg, well within the range taught by Azria et al. APC teaches the use of a Tonicity 
Adjuster in the range of 0.01 -.5 %w/v readable uppn the saline solution of Azria et al. 
APC also teaches the use of Chlorobutanol (a preservative) in the range of 0.001-2.0 
%w/v. See page 35 and line 5-18 and page 6 for the additive ranges. 

It would have been obvious at the time of the instantly claimed invention to 
optimize the concentration of Chlorobutanol %w/v for any deleterious effects as the art 
clearly teaches the use of Chlorobutanol in combination with calcitonin. It would have 
been obvious to one skilled in the art at the time of invention to determine all operable 
and optimum components in the claimed composition of U.S. Patent No. Armour 
Pharmeceutical Company (EP 0115627) and Moise Azria et al U.S. Patent 5,759,565, 
because the component %w/v are an art-recognized result-effective variable that is 
routinely determined and optimized in the composition arts. It would have been obvious 
to degas and store under an inert gas to increase the stability of the calcitonin in 
addition to the use of a Tonicity Component (saline) as taught by Azria et al. One would 
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have been motivated to modify the composition as taught by both APC and Azria et a! to 
optimize the concentration parameters to eliminate undesirable effect of any given 
component and or enhance the effect of a given component as calcitonin, saline, 
Chlorobutanol, as the art teaches their combination and use. From the teachings of the 
references, it is apparent that one of ordinary skill in the art would have had a 
reasonable expectation of success in producing the claimed invention. Therefore, the 
invention as a whole was prima facie obvious to one of ordinary skill in the art at the 
time the invention was made, as evidenced by the references. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thomas S. Heard whose telephone number is (571) 
272-2064. The examiner can normally be reached on 9:00 a.m. to 6:30 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571) 272-0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applicationsJs available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto,gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Cecilia J. Tsang 
Supervisory P.Jent Examiner 
Technology Center 1 600 




